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m THE CLAIMS ; 

Please add new claim 34 as fbllows: 

1, (Previously Presented) A pharmaceutical product comprising any one of the 
following combinations of therapeutic agents, as a combined preparation for 
simultaneous, separate or sequential use in the ti"eatment of inflammatory or respiratory 
diseases for which: administration of one or more of the therapeutic agents is indicated; 



(i) 


salraeterol, ciciesonide and tiotropiimi; 


(H) 


fonnoterol, budesonide and ipratropitira; 


(iii) 


formoterol, ciciesonide and tiotropium; 


(iv): 


formoterol, budesonide and oxitropium; 


(V) 


salbutamol, beclomethasQne and ipratropiiun; 


(vi) 


salbutaniol, budesonide and tiotropium; 


(vii) 


terbutaline, fluticasone and tiolxopium; 


(viii) 


terbutaline, fluticasone and ipratropium; 


m 


salbutamol, budesonide and ipraLropium; 


(X) 


salmeterol, fluticasone and ipratropiimi; 


(xi) 


salnieterol, budesonide and ipratropium; 


(xii) 


salmeterol, fluticasone and tiotropium; and 


(xiii) 


formoterol, budesonide and tiotropium; 



wherein the above therapeutic agents are provided in particulate form; and for the 
cojnbinations (i)-(ix) and (xiii.) individually having a particle size from nano-sizc up to 
about i2i.m-i; and for tlie combinations (x)-(xii), approximately 95% of the active particles 
have a particle size of below 2.5),mi, and the remaining particles have a particle size of 
between 2.5 and 5\xm; and can optionally be present as a pharmaceutically acceptable salt 
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Of ester tliereof, or in eiiantiomerically pure form or as a raceraic mixture. 

2. (Previously Presented) A pharmaceulical product according to ciairn 1, which 
eomprises any one of the tbllowing eornbinations of therapeutic agents; 

(1) salnietefol, ciclesoiiide and tiotropium brornide; 

(ii) ibrmotcroi, budesonide and ipratropium; 

(iii ) Ibrmoierol, ciclesonide and tiotropium bromide; 

(iv) formoterol, budesoiiidc and oxitropium* 

(v) salbuiamol sulphate, beclomethasone and ipratropium; 

(vi) saibutamol sulphate, budesonide and tiotropium bromide; 

(vii) terbutaline sulphate, fluticasone and tiotropium bromide; 

(viii) terbutaline sulphate, fluticasone and ipratropium bromide; 

(ix) salbutaniD! sulphate, budesonide and ipratropium bromide; 

(x) salmeterol, fluticasone propionate and ipratropium bromide; 

(xi) sahweterolj budesonide and ipratropium brQmide; 

(xii) salmetero], flulicasone propionate and tiotropium bromide; and 

(xiii) formoterol, budesonide and tiotropium bromide. 

3. (Previously Presented) A pharmaceutical compositiou eoraprisiiig any one 
of the following conibinaiitins ol' therapeutic agents for use in the treatment of 
inflammatory or respiratory diseases: 

(1) saimeteroi, ciclesonide and tiotropium; 

(ii) formqteroL hudlesonide and ipratropiuni; 

(iii) formoterol, cielesonide and tiotropium; 

3 
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(iv) forraoterolj buidesoiiide mid oxiti-opiuixj; 

(v) salbuiamol, beclomelhasoive and ipratropiam; 

(vi) salbutamoi, budcsonidc aiid tiotropium; 

(vii) lerbutalirifc:, fluiicasone and tiotropium; 

(viii) terbutaline, fluticasone and ipratropium; 

(ix) salbutamoi, budesonide and ipratropium; 

(x) salmeterol, fluticasone and ipratropium; 

(xi) saimetero!, budesonide and ipratropium;: 

(xii) salmeterol, fluticasone and tiotropium; and 

(xiii) ibnnoteroi, budesonide and tiotropium; 

wherein the above therapeutic agents are provided in particulate form ; and for the 
combinations (i)-(ix) and (xiii) individually having a particle size fitjni nano-size up to 
about 12|.im ; and for the combinations (x)-(xii), appi'oximately 95% of the active 
pmlicles have a particle size of below 2,5 nm, and the remaining pailicles have a particle 
size of between 2.5 and 5pra; and caia optionally be present as apharmaceutically 
acceptable salt or ester thereof, or in enantiomerically pure form or as a lacemic mixture, 
together with a phamiaceutically acceptable caixier or excipient therefor. 

4. (Previously Presented) A composition according to claim 3, whick 
comprises any one of the following combinations of dierapeutic agents: 

(i) salmeterol, ciclesonide and tiotropium bromide; 

(ii) formoterol, budesonide and iprati'opium; 

i iii) forinotcrol. ciclesonide and tiotropium bromide; 

(i V ) i brnioiert)!, budesonide and oxitropium; 

(v) salbutamoi sulphate, beclomethasone and ipratropium; 
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(vi) salbutamol sulphate, budesonide and tiotropiiim bromide; 

(vii) terbutaline sulphate, fluticasone and tiotropium bromide; 

(viii) terbutaline sulphate, fluticasone and ipratropium bromide; 

(ix) salbutamol sulphate, budesonide and ipratropium bromide; 

(x) salmeterol, fluticasone propionate and ipratropium bromide; 

(xi) salmeterol, budesonide and ipratropium bromide; 

(xii) salmeterol, fluticasone propionate and tiotropium bromide; and 

(xiii) fonnt)ten)l, budesonide and tiotropium bromide. 

5. (Previously Presented) A composition according to claim 3, wherein the 
anti-cholinergic of the composition is present in an amount G.GGlwt% tQ :0..5wt% based 
on the weight of the total eomposition. 

6. (Previously Presented) A composition according to claim 3, wherein the p- 
2 agonist of ihe composition is present in an amount 0.00 lwt% to 0.5wt% based on the 
weight of the total eomposition, 

7. CPrcviously Presented) A composition according to claim 3, wherein the 
steroid of ihc composition is present in an amount 0.001 wt% to 0.5wt% based on the 

weight of the total composition. 

8. (Previously Presented) A composition according to claim 3, in a form 
suitable for administration by inhalation. 



9. 

an aerosol. 



(Previously Presented) A composition according to claim 8, in the form of 
5 
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ID. (Gaacelisd) 

11. (Cancelled! 

12. (Cancelled) 

13. (Cancelled) 

14. (Cancelled) 

1 5:. (Previously Presented) A composition accprding to claim 9, which 
comprises any one of the following combinations of thefapeutie agents; 

(i) sahncterol, ciclcsonide and tiotropiiim; 

(ii) furmoterol budesonide and ipratropium; 

(iii) formoterol, ciclcsonide and tiotropium; 

(iv) formoterol, budesonide and oxitropium; 

(v) salbutamol, beclomethasone and ipi-atropium; 

(vi) Kaibulamol, budesonide and tiotropium; 

(vii) terbutaline. fluticasone and tioti^opium; 

(viii) salmeterol, fluticasone and tiotropium; and 

(ix) ibmioterol, budesonide and tiotropium; 

wherein the above therapeutic agents can optionally be present as a phai-maceutically 
acceptable salt or ester thereof, or in enantiomerically pure form or as a racemic mixture. 



16. (Previously Presented) A composition according to claim 15, which 
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comprises any one of the following combinations of therapeutic agents: 

(i) sahneterol, ciclesonicie and (ioiropium bromide: 

(ii) formoteroL budesonidc and ipratropium; 

(iiij Ibnnoterol, ciclesonide and liolropiura bromide; 

(iv) formoterol, budesonidc and oxiti'opivun; 

(v) salbutamol sulphate, beclomethasone and ipratropium; 

(vi) salbutamol sulphate, bndesonide and tiotropium bromide; 

(vii) terbutaline sulphate, fluticasone and tiottopium bromide; 

(viii) salnieterol, fluticasone propionate and tiotropium bromide; and 

(ix) formoteroi, budesonide and tiotropium bromide. 

17. (Previously Presented) A metered dose inhaler which eoritains a 
composition as defined in claim 9. 

18. (Previously Presented) A composition according to claim 8, fiarther 
comprising an excipient to form an inhalation powder. 

19. (Previously Presented) A composition according to elairn ISj whieh 
comprises lactose as: the excipierit. 

20. (Previously Presented) A composition according to claim 18, which 
comprises any one of the following combinations of therapeutic agents: 

(i) salmeterol, Giclesorilde and tiotropium; 

(ii) fomlciterbl, budesonide and ipratropium; 

(iii) formoterol, ciclesonide and tiotropium; 
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(iv) salbutamol, beclonietliasone and ipratropium; 

(v) saJbutEUBol, budesoiiide aiid tiolropium; 

(vi) lerbutaline, fluticasone aiid tiolropiura; 

(vii) saimetcrol, fluticasone and tiotropium; and 

(viii) ibrmoterol, budesonide and tiotropiumi 

wherein the above therapeutic agent can Qptionally be present, as a phannaceutically 
acceptable salt or: ester thereof, or in enantiomeric^ly pure fomi or as : a raceniic mixture, 

2 1 , (Previously Presented) A composition according to claim 20, which 
comprises any one of the following combinations of tlierapeutic agents: 

(i) salmeterol, ciclesonide and tiotrapiiim bromide; 

(ii) formoterol. budesonide and ipratropium; 

(iii) formoterol, ciclesonide and tiotropium bromide; 

(iyj salbutamol sulphate, beclomelhasone and ipratropium; 

(v) salbutamol sulphate, budesonide and tiolropium bromide; 

(vi) terbutaline: sulphate, fluticasone and tiotTopium bromide; 

(vii) salmeterol, fluticasone and tiotropium; and 

(viii) fonnoterol, budesonide and tiotropiima. 

22, (Previously Presented) A dry powder inlialer which contains a composition 
£vs defined in claim 1 S. 

23 , (Previously Presented) A composition according to claim 8, in the form of 
a propeilaiit free inli^ation soltltidn or suspension. 



24. (Previpusly; Presented) A composition according to claim 23, which 
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comprises any one of iie following conibinations of therapeutic agmts; 

(i) terbuCatine, fluticasone and ipratropium; 

(ii) salbutamol, badesonide and ipratTOpiuni; 

(iii) saimelerol, fluticasone and ipratropiuiti; 

(i v) salmeterol, budesonide and ipratropium; 
(V:) salmeterol, fluticasone and tiolTOpiuni; and 
(vi) formoterol, budesonide and tiotropiiim; 

wherein the above therapeutic agents can optionally be present as a pharmaceiitically 
acceptable salt or ester thereof, or in enantiomerically pure form or as a racemic mixture. 

25. (Previously Presented) A composition aceordingvto claim 24, which 
comprises any one of the following combinations of therapeutic agents: 

(i) terbutaline sulphate, fluticasone and ipratropium bromide; 

(ii) salbutamol sulphate, budesonide and ipratitipium bromide; 

(iii) salmeterol, fluticasone propionate and ipratropium bromide; 

(iv) salmeterol, budesonide and ipratropium bitimide; 

(v) salmeterol, fluticasone propionate and tiotropiuni bromide; and 
(vi } formoterol, budesonide and tiotropium bromide. 

26. (Previously Presented) A composition according to claim 23, in a form 
suitable fbr use with a nebuliser. 

27. -33. CCancelled) 
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34. (New) A pharmaceutical product comprising miy diie of the folldvving 

combinations of therapeutic agents, as a combined preparation for simultaneous, separate 
or sequential use in the ti-eatment of inflammatory or respiratory diseases for which 
administration of one or more of the therapeutic agents is indicated: 



(i) 


salmeterol, Giclesonide and tioti'Opium; 


(ii) 


fomfioterol, budesonide and ipratropium; 


(iii) 


formoterol^ cielesonid© and tiotTopium; 


(iv) 


formoteroK budesonide and oxitropium; 


(V) 


s al butaniol , b ec 1 ometli asone and ipratropium; 


(vi) 


salbutamol, budesonide and tiotropittm; 


(vii) 


terbutaiine, flutieasone and tiatropium; 


(viii) 


terbutalinCj fluticasone- and ipratropium; 


m 


salbutamol, budesonide and ipratropium; 


(X) 


saimeterol, fluticasone and ipratropium; 


(xi) 


salmeterol, budesonide and ipratropium; 


(xii) 


salmeterol, fluticasone and tioti^opiimi; and 


(xiii) 


formoterol, budesonide and tiotropium; 



wherein the above therapeutic agents (i)-(xii) are provided in particulate dosage form 

selected from the group consisting of a propel lani- containing dosage aerosol, an 
inhalation powder and a propellant free inhalation suspension; and for the combinations 
(i)-(ix) and (xiii) individually having a particle size from nano-size up to about I2j.mi; 
and for the combinations (x)-(xii), approximately 95% of the active particles have a 
particle size of below 2.5|.im, and theremaming particles have a particle size of between 
2.5 and 5|.im; and can optionally be present as a phamiaceutically acceptable salt or ester 
tliereof, or in enantiomericaily pure form or as a racemic mixture. 
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